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DETAILED ACTION 
Status of the Application 

Receipt is acknowledged of the Request for Continued Examination (RCE) under 37 
C.F.R. 1.114, the Amendment, Applicant's Arguments/Remarks and the Information Disclosure 
Statement (IDS), all filed 08/1 1/10. 

Applicant's arguments filed 08/11/10 with respect to the 35 U.S.C. § 103(a) rejections of 
claims 1-10, 16, 17 and 19-20 have been considered but are moot in view of the new ground(s) 
of rejection. 

Claims 1-28 are pending in this action. Claims 1 and 11 have been amended. Upon 
further review and consideration, previously withdrawn claims 11-15 and 18 have now been 
rejoined and examined with the elected invention (claims 1-10, 16, 17 and 19-20). Claims 21-28 
remain withdrawn (based on nonelected invention). Claims 1-20 have been examined in this 
action. Claims 1-20 are rejected. 

***** 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
3 7 CFR 1.114. Applicant's submission filed on 1 1 August 20 1 0 has been entered. 
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Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 1 1 August 2010 was filed after 
the mailing date of the Final Office Action on 05/1 1/10. The submission is in compliance with 
the provisions of 37 CFR1.97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 11-16, 18 and 19 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Russell (U.S. Pat. No. 3,444,858). 

Russell ('858) discloses a vehicle for administering drugs comprising a sectionalized 
strip of resiliently flexible gelatinous material of a section which enables a length thereof to be 
inserted in the buccal cavity, the vehicle containing a drug which is effective when absorbed 
through the buccal mucous membrane, whereby the strip being so formed or marked at intervals 
therealong to facilitate it being divided up to provide individual lengths of desired drug content 
or dosage (see column 1, lines 14-66). The strip is formed with pairs of transverse depressions in 
opposite major faces so as to divide the strip into a plurality of sections which are each 
connected to the next adjacent sections by comparatively weak ligaments. The purpose of the 
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ligaments is to enable the strip to be torn or otherwise divided up into individual lengths each of 
which consists of one or desired number of sections (col. 2, lines 24-38). These "weak 
ligaments" read on the "perforations" and "scored weakened sections" instantly claimed. The 
vehicle contains a predetermined amount of drug (col. 2, lines 60-67). The strip can equally well 
be divided or graduated into sections, preferably of equal sizes, by single depressions at intervals 
along the strip, such depressions extending from edge to edge or from side to side of the strip, 
whereby the strip may be torn across or extending only part of the way across the strip by way of 
graduations defining the individual sections and providing appropriate indicates for cutting the 
strip (col. 3, lines 21-39). Russell states that the factors governing the rate of dissolution of the 
strip and rate of absorption may be controlled by adjusting the composition of the melt (col. 3, 
lines 65-75). Russell also states that the rate of absorption is remarkably constant (col. 4, lines 
70-75). The presence of voids would be inherently present in the strip of Russell that would 
consequently affect surface area characteristics. 

The instant claims are anticipated by Russell. 

***** 

Claims 1-5, 7-9 and 11-19 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Fuchs et al (U.S. Pat. No. 4,136,145). 

Fuchs ('145) discloses improved medicament carriers in the form of a film having a 
pharmaceutically active compound uniformly incorporated therein (col. 1, lines 50-65; col. 2, 
lines 65-67 and Abstract). The medicament is dissolved or uniformly suspended in a film- 
forming composition to form a homogeneous solution or dispersion which is then drawn with a 
film-drawing machine into a sheet, dried and then cut into any desired number and size of unit 
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dosage forms (col. 2, lines 5-19). Upon drawing the wet sheet a film is obtained which is suitable 
divided such as by simple perforation, which can provide for unit dosages containing different 
medicaments or different concentrations thereof (col. 4, lines 27-47; col. 3, lines 37-46). This 
disclosure reads on a film that is perforated or scored. The film has the advantage that 
medicament is homogeneously and uniformly distributed throughout the medicament carrier 
(col. 4, lines 17-26). Regarding voids, the presence of voids would be inherently present in the 
film of Fuchs that would consequently affect surface area characteristics. With respect to the film 
being "self-supporting", the film of Fuchs is a "self-supporting" film, in the absence of evidence 
to the contrary. "When the PTO shows a sound basis for believing that the products of the 
applicant and the prior art are the same, the applicant has the burden of showing that they are 
not." In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 
The instant claims are anticipated by Fuchs. 



Claims 1-5 and 7-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mitra (U.S. Pat. No. 4,451,260). 

Mitra ('260) discloses a flexible, sustained release medicament device for oral 
administration in the form of a multi-layered film (column 1, lines 46-60) that provides a 
predetermined selective dose of medicament (col. 2, lines 52-56), wherein the device contains 
perforations that may be provided at regular intervals to provide for unit dosages (col. 3, line 56 
- col. 4, line 10). This disclosure reads on a film that is perforated or scored. The medicament is 



Application/Control Number: 10/521 ,823 Page 6 

Art Unit: 1615 

homogeneously dispersed in the matrix or it may be desirable to increase the concentration of the 
medicament from the outer wall to the interior of the carrier film to approach a zero order release 
behavior (col. 4, lines 59-64). Mitra states that if the medicament is homogeneously dispersed in 
a single carrier film, the barrier film will overlay both surfaces of the carrier film unless it is 
desired to have more rapid release of medicament from one surface of the device than from the 
other (col. 5, lines 48-54). The purpose of the barrier film is to control the rate of release of 
medicament that is present in the carrier film. The barrier film also provides for buoyancy in that 
it entraps air in small pockets, or bubbles of air between it and the carrier film (col. 5, line 54 - 
col. 6, line 36). Thus, this teaching reads on the presence of voids, which would also be 
inherently present in the film of Mitra and would consequently affect surface area characteristics. 
With respect to the film being "self-supporting", the film of Mitra is a "self-supporting" film, in 
the absence of evidence to the contrary. Where the claimed and prior art products are identical 
or substantially identical in structure or composition, or are produced by identical or substantially 
identical processes, a prima facie case of either anticipation or obviousness has been established. 
In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433 (CCPA 1977). "When the PTO shows a 
sound basis for believing that the products of the applicant and the prior art are the same, the 
applicant has the burden of showing that they are not." In re Spada, 911 F.2d 705, 709, 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). 

The instant claims are anticipated by Mitra. 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fuchs et al (U.S. Pat. No. 4,136,145). 

Fuchs ('145), as discussed above, teaches improved medicament carriers in the form of a 
film having a pharmaceutically active compound uniformly incorporated therein (col. 1, lines 50- 
65; col. 2, lines 65-67 and Abstract). The medicament is dissolved or uniformly suspended in a 
film-forming composition to form a homogeneous solution or dispersion which is then drawn 
with a film-drawing machine into a sheet, dried and then cut into any desired number and size of 
unit dosage forms (col. 2, lines 5-19). Upon drawing the wet sheet a film is obtained which is 
suitable divided such as by simple perforation, which can provide for unit dosages containing 
different medicaments or different concentrations thereof (col. 4, lines 27-47; col. 3, lines 37-46). 
This disclosure reads on a film that is perforated or scored. The film has the advantage that 
medicament is homogeneously and uniformly distributed throughout the medicament carrier 
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(col. 4, lines 17-26). Regarding voids, the presence of voids would be inherently present in the 
film of Fuchs that would consequently affect surface area characteristics. 

While Fuchs does not teach that the "active varies no more than 10% among said dosage 
units", (as in instant claim 6), the reference nonetheless, teaches that by merely varying the 
concentration of the active medicament in the carrier, the thickness of the film and the area of the 
film employed per unit dosage, the amount of medicament per unit dosage can be varied in an 
elegantly simple fashion (col. 4, lines 17-26). Thus, the reference recognizes the ability to 
manipulate the concentrations and therefore, obtain a pre-determined amount of active agent that 
can be employed in each of the dosage units. Furthermore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to determine suitable amounts or 
ranges of active ingredient by routine experimentation to obtain the best possible results, as these 
are indeed variable parameters attainable within the art. 

Thus, the instant invention, when taken as a whole, would have been prima facie obvious 
to one of ordinary skill in the art at the time the invention was made, given the teachings of 
Fuchs. 

Claims 1 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mitra (U.S. Pat. No. 4,451,260). 

Mitra ('260), as discussed above, teaches a flexible, sustained release medicament device 
for oral administration in the form of a multi-layered film (column 1, lines 46-60) that provides a 
predetermined selective dose of medicament (col. 2, lines 52-56), wherein the device contains 
perforations that may be provided at regular intervals to provide for unit dosages (col. 3, line 56 
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- col. 4, line 10). This disclosure reads on a film that is perforated or scored. The medicament is 
homogeneously dispersed in the matrix or it may be desirable to increase the concentration of the 
medicament from the outer wall to the interior of the carrier film to approach a zero order release 
behavior (col. 4, lines 59-64). Mitra states that if the medicament is homogeneously dispersed in 
a single carrier film, the barrier film will overlay both surfaces of the carrier film unless it is 
desired to have more rapid release of medicament from one surface of the device than from the 
other (col. 5, lines 48-54). The purpose of the barrier film is to control the rate of release of 
medicament that is present in the carrier film. The barrier film also provides for buoyancy in that 
it entraps air in small pockets, or bubbles of air between it and the carrier film (col. 5, line 54 - 
col. 6, line 36). Thus, this teaching reads on the presence of voids, which would also be 
inherently present in the film of Mitra and would consequently affect surface area characteristics. 
With respect to the film being "self-supporting", the film of Mitra is a "self-supporting" film, in 
the absence of evidence to the contrary. 

While Mitra does not teach that the "active varies no more than 10% among said dosage 
units", (as in instant claim 6), the reference nonetheless, teaches that the device of the invention 
can be prepared with a known amount of medicament per linear measurement (col. 3, lines 62- 
65). Thus, the reference recognizes the ability to manipulate the concentrations and therefore, 
obtain a pre-determined amount of active agent that can be employed in each of the dosage units. 
Furthermore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to determine suitable amounts or ranges of active ingredient by routine 
experimentation to obtain the best possible results, as these are indeed variable parameters 
attainable within the art. 
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Thus, the instant invention, when taken as a whole, would have been prima facie obvious 
to one of ordinary skill in the art at the time the invention was made, given the teachings of 
Mitra. 

***** 
Pertinent Art: 

Prior Art made of record and cited of interest by the Examiner: 
Gardner -U.S. Patent No. 4,126,503 (11-21-1978) 

D'Angelo - U.S. Patent Nos. 5,614,212 (3-25-1997) & 6,024,975 (2-15-2000) 

Response to Arguments 
Applicant's arguments with respect to claims 1-10, 16, 17 and 19-20 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

-No claims are allowed at this time. 
Claims 1-20 are rejected. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday-Friday during regular business hours. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax, can be reached on (571) 272-0623. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, sec imp: nuir-dircci.u^pio.ucn . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 

hns 

October 12,2010 



